
,

MEMORANDUM DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SERVICE

FOOD AND DRUG ADMINISTRATION
;.*~~ CENTER FOR DRUG EVALUATION AND RESEARCH

OFFICE OF~ w~~myxyJ661 ..;- .,3
,. ,. ...-.’

r
DATE :

Robert L. West@=c@&

September 8, 19

FROM :
Director, Divisl% of Labeling and Program Support

SUBJECT: Statistical Report - August 1999

TO: See Below

This memorandum provides a copy of the Office of Generic Drugst
statistical report for August 1999.

Tables I through III detail quantitative information about OGDTS
receipts, actions, and pending review status for both original
and supplemental (CMC and labeling) applications for the past
month and for the 11 preceding months. Table IV pertains only to
original (unapproved) applications and is entitled “Old Counting
System”. This table is helpful in comparing quantitative data
between OGD’S current and former counting systems. Following the
tables, graphic presentations of selective quantitative data are
provided. These graphs allow comparisons to similar data dating
back to 1991. Where appropriate, the graphs have been modified
to reflect the change of AADAs to ANDAs as a result of the
elimination of Section 507 of the FD&C Act under FDAMA.

Lists of August’s 13 approved, and 7 tentatively approved drug
products follow the graphic presentations. The approved list
reveals that two applicants also received approval of
supplemental applications providing for additional strengths of a
previously approved drug product. In addition, OGD issued a
second tentative approval letter to two applicants who were
unable to be approved due to patent challenge issues.

First time generic approvals or tentative approvals are indicated
by an asterisk (*).

The following observations are notable for the August data:

The total number of major, minor, and facsimile amendments
to unapproved applications received during the month (173)
exceeded monthly totals for the past 12 months.

The number of overdue original applications (pending > 180
days) is at its lowest level (76) since January 1999.



.

It has been since October 1998 since our Labeling Review
Branch approved a greater number of supplemental
applications (54). The last time a greater number of
incoming amendments to labeling supplements was received by
the branch was December 1998.
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, Quantitative Report

* .

ORIGINAL APPLICATIONS

Sep-9ft oct-98

- RECEIPTS –

‘OTAL ORJGINALS 26 24

amendments 116 129

MAJOR 62 61

MINOR 24 24

FACSiM1Li3 ●*
., 30 ; 44

- ACTIONS -

iPPROVALS 26 13

“ENTATIVE APPROVALS+ 2 10

JOT APPROVABLE 32 34

~ACSIMILE REQUEST** 22 26

LEFUSE TO FILE 9 “s

WITHDRAWALS 24 97

- OF APPROVED 17 93

- OF UNAPPROVED 7 4

.- REVIEW STATUS - ,’ ‘: :

4WAITING OGD ACTION

,TOTAL)*** 41 7 40 5

iWAITING OGD ACTION (> ‘ ,’”< ‘:,
(go D~yQd* j: !, “’’” ‘yn ‘: ‘ :;.’ 99:,’$ ;’, ,

4WA1TING OGD ACTION
‘<=lgo DAys)*** 32 0 306

AVG AVG

-99 TOTAL LAST 12 LAST 3

MOS MOS

20 327 27 26

173 1536 128 137

86 717 60 64

44 370 31 37

43 449 37 36

13 211 18 16

7 66 6 6

36 466 39 51

12 229 19 20

12 80 7 7

36 375 31 36

25 296 25 31

11 79 7 5

40 9 42 2 40 6

, ,,, ,$

76 9 3 87

33 3 32 9 31 9

AVG

PRIOR

YEAR

2

10

5

2

2

1

3

I

* Please see last page of this report for numbers represented by the old counting system as reported in prior months.

** Facsimile policy went into effect in January of 1997

*** In September, 1991, the Offlce of Generic ~gs started implementation of its Application Integrity Policy by suspending review of applications suspected of being

by fraud. Review status figures reported since this date exclude suspended applications. As of August 31, 1999, 1 original application and 16 supplements were

Upon completion of validity assessments, suspended applications may be returned to active pendin8 status.

+ Note: Tentative approvals are counted as approvals subsequently when approved. For example 25 of the 21 t approvals for the year endin8 Au8ust 31, 1999

were previously reported as tentatively approved applications. The 2 tentative approvals reported in April 1999 arc actually approvablc actions.

One of the tentative approvals reported in May 1999 is actually an approvable action.
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Quantitative Report

●

.’

P&T APPROVAL SUBMISSIONS TO APPLICATIONS (CHEMISTRY)

.: E AVG AVG AVG
,.j:: t .;,, !!.,’,,,: y$ : Sep-98 Ott-98 : NOV.98$ Dee-98 Jas-99 Feb-99 Mar-99 Apr-99 May-99 ,, Jun-99 : JuI-99 Assg-99 TOTAL LAST 12 LAST 3

:~,:
PRIOR

,. .,,, ,.. ?.. .
“;, ,,;

., MOS MOS YEAR
:.,,

-RECEIPTS-

IUGINAL SUPPLEMENTS ‘ 366 191 211 389 188 150 148 157 “ 193 260 215 291 2765 230 255 22

M EN DMENTS TO

UPPLEMENTS ** 134 205 286 156 12.5 158 404 185 249 239 145 335 2621 218 240 22
,,,

.,

-SUPPLEMENTAL ACTIONS-

,PPROVALS *** 152 187 I74 446 39 310 283 134 235 177 143 98 2378 198 139 17

.PPROVAJ3LE o 0 0 0 0 0 0 0 0 0 0 c o 0 0

IOT APPROVABLE + 102 50 68 77 21 77 328 94 76 180 83 I03 i259 105 122 i

/WITHDRAWALS 8 11 8 84 1 11 ~ 23 16 5 25 21 28 241 20 25 2

#
.$
,.

-REVIEW STATUS-
‘,

~
.“

UPPLEMENTS AWAtTING

)GD ACTION (TOTAL) * 1862 1925 1905 1749 1866 1737 1362 1355 1298 1260 1234 1398 1579 1297 I 3:
,,

SUPPLEMENTS AWAITfNG .: ;:,. , “.
fGDACTiON(>180 DAYSj ; ‘< ‘ :14 1 2s 1’21 3’ ’234 24 3’ 23 7 128 137 139 156 85 83 171 108 1(

UPPLEMENTS AWAITING

fGD ACTION (<=180 DAYS) 172 1 1674 1692 1515 1623 1500 1234 1218 1159 11o4 1149 1315 1409 1189 12:

* h September, 1991, the Office of Generic Drugs started implementation of its Application Integrity Policy by

by fraud. Review status figures reported since this date exclude suspended applications. As of August 31,

Upon completion of validity assessments, suspended applications maybe returned to active pending status.

●* March 1999 figure includes 203 amendments to supplements submitted by one applicant.

*** March 1999 figure includes approval of “global” supplements submitted by singie appilcmt.

+ March ] 999 figure includes a total of 290 not approvable actions taken on “global” supplements submitted by 2 individual applicants
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:.,,< Quantitative Report
*

~ ,:
,i,

POST APPROVAL SUBMISSIONS TO APPLICATIONS (LABELING)
,;, ,, AVG AVG AVG

,.‘i Sep-98 oet-98 Nov-98 Dee-98 Jan-99 Feb-99 Mar-99 Apr-99 May-99 Jun-99 JuI-99: Aug-99 TOTAL LAST 12 LAST 3
?:.

PR1OR

MOS MOS YEAR,s ~,

-RECEIPTS-

UGINAL SUPPLEMENfi ‘~,;! ! ’34 ‘;94 46 :’59 ; 41 33 61 41 “: 40 ‘~ ; 38 :42 31 560 47 37 !

L4ENDMENTS TO

JPPLEMENTS 45 67 40 78 55 49 55 38 60 44 50 60 641 53 51

,, .,,.
,:

SUPPLEMENTAL ,ACTIONS-, ‘, P

PPROVALS 61 60 46 39 39 31 40 46 54 47 49 54 566 47 50

PPROVABLE ,, 7 4 , 6 13 4 17 .f’ 3 4 2 !’5 4 12 81 7 7

OT APPROVABLE 15 8 7 17 5 5 32 14 14 24 17 18 1 15 18

lTHDRAWALS 4 1 3 0 0 4;: :1 3“ 7 0 4 52 “ 4 4

,,
:,’

i
;,,

,h
-REVIEW STATUS- i

UPPLEMENTS AWAITING

IGD ACTION (TOTAL) 28 7 30 3 314 31 8 33 8 339 34 9 32 3 30 8 29 9 28 2 25 6 310 27 9 3

UPPLEMENTS AWAITING

CD ACTION(>180 DAYS) 112 109 ’120 125 137 II 6 109 114 106 117 117 95 115 110 1

UPPLEMENTS AWAITING

IGII ACTION (<=180 DAYS) 175 194 194 193 20 1 22 3 24 0 20g 20 2 182 165 161 195 169 2

* In September, 1991, the Office of Generic Drugs started implementation of its Application Integrity Policy by

by fraud. Review status figures reported since this date exclude suspended applications. As of August 31,

Upon completion of validity assessments, suspended applications maybe returned to active pending status.



Center for Drug Evaluation and Research - Office of Generic Drugs Table IV.

Quantitative Report ;

* ~. :..’,,

ORIGINAL APPLICATIONS - OLD COUNTING SYSTEM
,,, :.. ?

~ ,! AVG AVG AVG

Sep-98 oct-98 Nnv-98 Dee-98 Jars-99 Feb-99 Mar-99 Apr-99 May-99 Jun-99 JuI-99 Aug-99 TOTAL LAST 12 LAST 3
.,, ,.

PRIOR
,: , ,, MOS MOS YEAR

- RECEIPTS -

,:..:; !,
.,

‘OTALORJGINALS , :~,<, :: 45 46 “’ 66 :: 73 41 44 34 ‘ 28 ~~’ ‘ 33 .’,:: 138 :, 50 29 ~ 527 ‘ 44 39 4:

,MENDMENTS 116 129 I09 I 30 107 123 163 125 122 101 138 173 1536 128 137 102

MAJOR , 62 . 61 ,44 .62.. ,, 40 76 74 55 52 44 61 86 717 60 64 ~~

MINOR 24 24 29 32 27 18 45 25 34 26 42 44 370 31 37 27

FACSIMILE : ‘ ~ “ .ti “44 36 ‘: 36 40 ’29 .44 45 36 31 35 43 , 449 ,, ,,’ 37 36 22

- ACTIONS –

\PPROVALi : ‘. “45 21 ~ 27 ““47 13 16 ;’18 33 ‘ “23 21 31 20 315 ~~ 26 24 25

‘ENTATIVE APPROVALS+ 5 17 15 8 8 II 13 2 9 15 10 14 127 11 13 ?

iOT APPROVABLE “ .,’ 44

5
47 ’94 49 29 47 j 91 57 54 93 100 51 756 63 81 5f

‘ACSIMILE RF.QUEST* 22 26 15 20 9 20 20 19 17 20 29 12 229 1,9 20 17
“i,.,

~EFUSE TO FI L13
, ,:”,, ,, 14 ~ ‘:~o.,. L,8 ‘“” 13 6 ~12 :8’4 6 6 ‘ .’ “ :.5 “it : 8 ’15 ,’<: 107 ;’ 9 9 f

VITHDRAWALS 27 97 4 41 18 5 j 11 52 30 21 50 39 395 33 37 3t

OF APPROVEti ~ ~: : “: :’:’ 20 93 ,:”’:2 ‘“ ,17 14
1

0 ,2 45 16 , 21 46 25 : 301 25 31 2s

OF UNAPPROVED 7 4 2 24 4 5 ‘ 9

.1

7 14 0 4 14 94 8 6 :
‘: , ,:,!

- REViEW STATUS - z :,$ ,’{;; ’”,.,:, :::: ,,:: : ~> , :ji>y, :,:; ,
,. .,. ”,::>:, ,! ’!,: ‘,, ‘ ,. I

\WA ITING OGD ACTION

TOTAL)** 655 647 709 719 714 705 727 680 663 698 687 680 597
....,,; :,.; i. ;

LWAITING MD ~ACTJON (?:;; !;:ji:l”,, ‘-,, : w“ :i?’; t ‘J ,,;’.,:7 ,; ‘: ;, :’,;7 :; ; , ,;, ;,, : ;., : p , :’$1..“’:, ; .
,. ,-, . . .,47 ‘1: ,

,,’:

80 DAYS) 142 i22 :’ 138~+ 118 153 ‘154 : 157 168 , 177 146 135 146 153 112
iWAITING OGD ACTION
<=1 80 DAYS) 513 500 525 539 591 566 560 548 559 503 517 563 540 528 484

* Facsimile policy went into effect in January of 1997

** In Septem&r, 1991, the Office of Generic Drugs started implementation of its Application Integrity Policy by suspending review of applications suspected of being

by fraud. Review status figures reported since this date exclude suspended applications. As of August 31, 1999, 1 original application and 16 supplements were

Upon completion of validity assessments, suspended applications may be returned to active pending status.

+ Note: Tentative approvals are counted as approvals subsequently when approved. For example 25 of the 315 approvals for the year ending August31, 1999

were previously reported as tentatively approved applications. The 2 tentative approvals reported in April 1999 are actually approvable actions,

One of the tentative approvals reported in May 1999 is actually an approvable action,
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i Quantitative Report.‘.y
* 5; ,.

4,
ORIGINAL APPLICATIONS

AVG AVG AVG

Sep-98 Ott-98 Nov-98 Dee-98 Jan-99 Feb-99 Mar-99 Apr-99 May-99 Jun-99 JuI-99 Au@9 TOTAL LAST 12 LAST 3 PRIOR

MOS MOS YEAR
,’ ~

- RECEIPTS –

‘OTAL ORJGINAI-S
::

26 24 39 ; 47 27 25 22 19 “20 825 33 20 327 27 26 2

iMEN13MENTS 116 129 109 130 I07 123 163 125 122 101 138 I73 1536 128 137 1(

MAJOR 62 61 44 62 40 76 74 55 52 44 61 86 717 60 64 !

MINOR 24 24 29 32 27 18 45 25 34 26 42 44 370 31 37 :

,.
FACSIMILE;** 3(J 44 36 36 40 29 44 45 36 ‘3! 35 43 449 37 36 :

- ACTIONS –

\PPROVALS ~ : ,26 13 17 28 10 14 ; 15 21 ‘18 ’19 ‘ 17 13 211 18 16

~ENTATIVE APPROVALS+ 2 10 9 6 6 5 5 2 4 6 4 7 66 6 6

qOT APPROVABLE 32 ‘3 4 50 29 16 27:5 5 34 37 54 62 36 46 6 39 51 :

‘ACSIMILE REQUEST** 22 26 15 20 9 20 20 19 17 20 29 12 22 9 19 20
ii

U3FUSE TO FILE 9 5“ ;5 10 6 113 3 5 5 2 7 12 80 7’ 7

WITHDRAWALS 24 97 4 37 16 2:1 0 50 28 2 1 50 36 37 5 3 1 36

- OF APPROVED 17’9 3 “ .~’ 2’ ‘16 14 0 ~ 2 44 ,16 2 1 4 6 25 29 6 25 3 1:

- OF UNAPPROVED 7 4 2 2 1 2 2! 8 6 12 0

“1

4 I I 79 7
,,,iR,

5

i :,;1, : : ,y,.:., :,
- REV@”~i~; -. , ::,:!?’ -:; ~ ~’-; ‘,;; ~j”, :.,.

:<5’: ‘: ;’ “ ,,:

AWAITING OGD ACTION

[TOTAL)* ** 41 7 40 5 40 7 42 2 43 8 44 2 43 9 43 7 43 6 40 9 39 9 40 9 42 2 40 6 3

AWAITING OGD ACTION (s’
?,.,! .,/ . . ...f. ~,?j.;~!. ,, ,; :?, ,,:,;,-!:’ ,“.,, . ?.L,.;;, .. .::; :, ,,,

. ... . . . ~ :,-pi;... *g ~ “,180 DAYS)*** ‘ :’: ““ 97,:” ‘ ;I’;%8 79 ‘“105 ‘9 8 99“9 8’1 00 84 ,7 6’ 93 87
AWAITING OGD ACTION
(<= 180 DAYS)*** 320 30 6 31 9 334 35 9 33 7 34 1 33 8 33 8 309 31 5 33 3 329 31 9 3

* Please see last page of this report for numbers represented by the old counting system as reported in prior months.

** Facsimile plicy went into effect in January of ~997

*** ln SePtm&r, 199I, the Ofice of Generic Drugs started implementation of its Application Integrity Policy by suspending review of apphcatlons suspected of being

by fraud. Review status figures reported since this date exclude suspended applications. As of August 31, 1999, I original application and 16 supplements were

Upon completion of validity assessments, suspended applications maybe returned to active pending status.

+ Note: Tentative approvals are counted as approvals subsequently when approved. For example 25 of the 211 approvals for the year ending August 31, 1999

were previously reported as tentatively approved applications The 2 tentative approvals repnrted in April 1999 are actually approvable actions.

One of the tentative approvals reported in May 1999 is actually an approvablc action.
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.;
.!

Quantitative Report,,,.-
a ,>

:1,; .$ .. 1,:,

POST APPROVAL SUBMISSIONS TO APPLICATIONS (CHEMISTRY)

,: :,..

“ I ISep-98

-RECEIPTS–

IRIGI’NAL SUPPLEMENTS , 366
I

,MENDMENTS TO

UPPLEMENTS ** 1
.,

-SUPPLEMENTAL ACTIONS-

~PPROVALS *** 1

LPPROVABLE ;

JOT APPROVA13LE + I

WITHDRAWALS :

-REVIEW STATUS-

IJPPLEMENTS AWAITING

)GD ACTION (TOTAL) ● 1[

., ..,, ..
WPPLEMENTS AWAITING’ L$ ~,k

KiD ACTION(>180 D~YS)& #&”:,J
. . ..,-

iUPPLEMENTS AWAITING

)GD ACTION (<=180 DAYS) 1.

. ...!

Ott-98 ‘ ~Nov-98L‘ Dee-98

197 211 389

205 286 156
,,

187 I 74 446

0 ‘ o 0

50 68 77

11 8 84

,..
~,

1925 I905 1749

. . .. . C::; ::. ,,, ......
~ ~j, ?@j

4@:zi3 ‘;, ;’ :. ~.3~,.

1674 1692 1515

. ,, AVG AVG AVG

Feb-99 Mar-99 Apr-99 May,99 .,,‘Jun-99 ; JUI-99 Au@9 TOTAL LAST 12 LAST 3 PRIOR

./ MOS MOS YEAR

~(~

150 148 157 ‘ 193 ‘ 260 215 291 2765 230 255 22

158 404 185 249 239 145 335 262 I 218 240 22

310 283 134 235 177 143 98 2378 198 139 17

0 :0 0 0 0 0 0 0 0 0

77 328 94 76 180 83 103 1259 I05 122 7

11 ~ 23 16 5 25 21 28 241 20 25 2

1
1
i

1
‘f

1737 1362 I 355 1298 1260 1234 1398 1579 1297 135
. ... . ,., .: ,.~ ,.: .,

:, f;, ,
237 “ 128 137 .139 156 85 83 171 108 10

1 <no 172A l’)l Q 11 <() 116A 11A() 1>1< 1 Allfi I* OI-I ,9<...-<. .<”.,. .&J7. ,A ,”. ,, J,. ,,”T. , ,., . . , ,, ,,, . ,-1,7. , in-,. ,,,

* In September, 1991, the Office of Generic Drugs started implementation of its Application lntegrit y Policy by

by fraud. Review status figures reported since this date exclude suspended applications. As of August 31,

Upon completion of validity assessments, suspended applications may be returned to active pending status.

** March 1999 figure includes 203 amendments to supplements submitted by one applicant.

*** March 1999 figure includes approval of “global” supplements submitted by single aPPlicant.

+ March 1999 figure includes a total of 290 not approvable actions taken on “global” supplements submitted by 2 individual applicants
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m’ ,,

POST APPROVAL SUBMISSIONS TO APPLICATIONS (LABELING)

‘ AVG AVG AVG

Sep-98 Ott-98 Nov-98’ Dee-98 Jan-99 Feb-99 Mar-99 Apr-99 May-99 Jssss-99, .rul-99 Aug-99 TOTAL LAST 12 LAST 3 PRIOI
,:’

,, $ MOS MOS YEA1

-RECEIPTS–

RKMNAL SUPPLEMENTS 34 94 46 59 41 33 61 41 2’ ’40
i

38 42 31 560 47 37

,MENDMENTS TO

UPPLEMENTS 45 67 40 78 55 49 55 38 60 44 50 60 641 53 51

.’, ,., ::; ,,. .
.,, ,..

.

.,,... ,.. gs~,Ay, .,. ,,, <”., $: ‘“ !. .. ,,,,“ !., : !;j : .:
-SUPPLXMENTALA:tiON&

; .; ;, :,::.. ,; ,, ,, “= ,,:L:~. ,.g, ; :.,. ?. ,,. .’. .,. ,.. (,. ,, :; ;.!*.: ,“* ,,:j L:, .: .,, ”
..,’ ‘ ,,:, J .“

,;

,PPROVALS 61 60 46 39 39 31 40 46 54 47 49 54 566 47 50
2

4 ; ?’6
8

LPPROVABLE 7 13 4 17 j 3 4 ‘2 5 ‘4 12 81 7 7

tOT APPROVABLE 15 8 7 17 5 5 23 32 14 14 24 17 181 15 18

WITHDRAWALS
a

4 ,’1 .,’::’3 ‘ ,0
,,:

,, 0,,’ 4 ; 25 ~:$ 1 “3 :7 o 4 52 ‘4 4

., ,, ‘:.
,+?,; ~

-REVIEW STATt& ‘‘
. ::j, -. ~ , ~~ :,: :$; ,:.: :.:

1

., ,,, , ,, ,. ,,
., ,,,

;,,’.

lJPPLEMENTS AWAITING
~

)GD ACTION (TOTAL) 287 303 314 318 338 339 349 323 308 299 282 256 310 279
,,. $.

WPPLEMENTS AWAITING ‘“l’. ‘, ,! ;;:, ;:$/,;;: ~ ,’ ,.: ,,
~,<~,,.

3GDACTK)N;(>180 DAYS) :%$:;, “ ‘,i :::; ‘

,, ,,
..,.

1S2 ; ,:::; {109 ~$o.3?;12 o “~’”i25

,,, ,, .:, , ~,,;,.~

, ~ ..: ; .+, ~”,.,, ‘:137 116 109 ~ 114 ‘: “106 ‘ 117 :117 ,9 5 : :,, ,115,- . . . 110

iUPPLEM ENTS AWAITING

)GD ACTION (<=180 DAYS) 175 194 194 193 201 223 240 209 202 182 165 16 1 195 169

● In September, 1991, the Office of Generic Drugs started implementation of its Application Integrity Policy by

by fraud. Review status figures reported since this date exclude suspended applications. As of August 31,

Upon completion of validity assessments, suspended applications may be returned to active pending status,

.
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,;:, /’. Quantitative Report !:, ;
,“., ,’ ;[,

,!.
* ,,

,,! .;. ;.’, ~,:,’!.

ORIGINAL APPLICATIONS - OLD COUNTING SYSTEM
? .,, !& ,, f.“, . :(:. AVG AVG AVG

“ &p-98 oct-98 Nov-98 Dee-98 Jan-99 Fd.@9 Mar-99 Apr-99 M“ay-99 Jun-99 JIsI-99 Ars@W TOTAL LAST 12 LAST 3 PRIOR

I
MOS MOS YEAR

,. .:,

- RECEIPTS –
::Z$$y :~.:?,g;.,;~=

OTA;L;ORkHNA~; ‘~:;: ;$ ‘ :- ~1:: ?~. “:?45 ‘{: “ :46 i::
‘; & ;: j :;<:73 ; ‘,4, “, ,, ~~

44 ,, ; 34 ic
,28 :.: ;,jfi 33 \:,j !i ‘

; ‘ 5’38 :“’, 50 29 527 44 39 4

amendments 116 129 I09 130 10-1 123 163 125 122 101 138 173 1536 128 137 lC

.), , ,“ ,.
M~OR ~;: ., i~,: ; ~ ,,,. ,:62 “61 :’ -.44 .: !<,; ”62 ; 40 76 -, .’ 74 55 ‘“ 52 i; ~ : 6*

86 717 60 64 5

MINOR 24 24 29 32 27 18 45 25 34 26 42 44 370 31 37 2
,,

FACSIMILE ‘.; ;;”. ” :30 44 36 36 40 29 , 44 45 36 .31 35 43 449 37:. 36 2

- ACTIONS -
I

\PPROVALS 45 21 27 47 13. . 16 ~’18 33 23 21 ‘ 31 20 315 “; 26 24 i

“ENTATIVE APPROVALS+ 5 17 15 8 8 11 13 2 9 15 10 14 127 11 13

JOT APPROVABLE ~ 44 47 94 49 29 47 \ 91 57 54 93 100 51 756 63 81 5

7ACSIM1LE REQUEST* 22 26 15 20 9 20 20 19 17 20 29 12 229 19 20 1
,:

tEFUSE TO FtLE
,fj ; ;:8 ,3

!

!,
<.. . .- 14 6

‘2 -:
4 6. . . . 6 ‘:”f5 “,8. 15 107 ;,9 9

WTHDRA WALS 27 97 4 41 18

. [

5 II 52 30 21 50 39 395 33 37
,,,.

- OF APPROVED 20 93 ,.,;2 ; ,:.17 14-, $,, 0 ‘2 45 16 “ : ;,21 , ,. ,:46 25 ’301 ~ 25 31 :

- OF UNAPPROVED 7 4 2 24 4 5 9 7 14 ‘o 4 14 94 8 6
. .., ‘. ,.

- REVIEW STATUS -$ ‘,. ;,-”” “ .. !.::i., ~,

4WA1TING DOD ACTION

?,

TOTAL)** 655 647 647 67 7 709 719 71 4 705 727 680 663 69 8 687 680 5<

%WAl~jN~OGD,AC~~~~ @$ “’#/@&/~ ‘; ;Iijilj$iji i :*

.?, j:, J&j g :“; jt::;p ; ; ,;; (,

,:;, II .!1, d’ i :!i’!} ‘ ; $ ‘ii!,t$’j; ~~; i.:’. ., ~~:,, ‘<
,,,’$,.’ ~

;if;, “:
; ~,l;:,; L :$ “’’’* ;:,’

* :~, ‘; &

~ f! <k Li!m i ,
q 7 :,j,4&@ kdi~,ii..: ~‘

;,.
::!lf; :1$$; I

~80 DAYS)] ,.i..., i: ~ ? ,,. ; :j,:!~~ ! @~@>,’;W$$4 ‘!&@<fiG,$ f &hB!:.k&,.,

;l;, ,:: .“, .: ,)4,!;::

::s5 3 g.~ :,h;,l,54 $,:’,. 157. j:’ .168 i“~li~:‘;?177~ ~’$, ‘:14 6 ‘~;.:; .i3 5 : ‘; > ;; ! ,]46
,,1:! ~,,:

153 11

\WAITING OGD ACTION
<=1 8(J DAYS) 51 3 500 525 539 591 566 560 54 8 559 50 3 51 7 56 3 540 528 4[

* Facsimile policy went into effect in January of 1997

** ln s~tem~r, 1991, the f) ftjce of Generic DSUgSstarted implementation of its Application Integrity Policy by suspending review of applications suspected of being

by fraud. Review status figures reported since this date exclude suspended applications. As of August 31, 1999, 1 original application and 16 supplements were

Upon completion of validity assessments, suspended applications maybe returned to active pending status.

+ Note: Tentative approvals are counted as approvals subsequently when approved. For example 25 of the 315 approvals for the year ending August31, 1999

were previously reported as tentatively approved applications. The 2 tentative approvals reported in April 1999 are actually approvable actions,

One of the tentative approvals reported in May 1999 is actually an approvable action.
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Office Of Generic Drugs ANDAs Approvals

Page: 1 Wednesday, September 08, 1999

4. 40-032

5. 74-792
S-ool

6. 40-336

7. 75-149

8. 75-253

9. 75-318

10.75-326

11.75-218

1. 75-093 PENTOXIFYLLINE
EXTENDED-RELEASE
TABLETS400MG

2. 89-424 SPIRONOLACTONE
S-018 TABLETS,USP50MG 100

MG

3. 75-256 DESOGESTRELAND
ETHINYLESTR4DIOL
TABLETS0.15MGiO.03MG
(21-DAYCYCLE)0.15MG
AND 0.03MG (28-DAY
CYCLE)

CYCLOPHOSPHAMIDE
TABLETS,USP25MG 50
MG

GLYBURIDETABLETSUSP
(MICRONIZED)6MG

BUTALBITAL,
ACETAMINOPHEN,AND
CAFFEINETABLETS,USP50
MG1500MG140MG

TICLOPIDINE
HYDROCHLORIDETABLETS
250MG

TICLOPIDINE
HYDROCHLORIDETABLETS
250MG

TICLOPIDINE
HYDROCHLORIDETABLETS
250MG

TICLOPIDINE
HYDROCHLORIDETABLETS
250MG

VECURONIUMBROMIDE
FORINJECTION10MG/10ML
&20MG/20 ML

IMPAX PHARMACEUTICALS,
INc.

MUTUAL PHARMACEUTICAL
COMPANY, INc.

DURAMED
PHARMACEUTICALS, INc.

ROXANE LABORATORIES,
INc.

MYLAN PHARMACEUTICALS,
INc.

WEST-WARD
PHARMACEUTICAL CORP.

TEVAPHARMACEUTICALS,
USA

PUREPACPHARMACEUTICAL
co.

INVAMED, INc.

EON LABS
MANUFACTURING, INC.

ESI LEDERLE

8I1OI99

8111199

8112/99

8117199

8117/99

8J18199

8/20199

8120199

8/20/99

8/20/99

8123/99



12.74-688

13. 40-359

14. 75-371

15.75-528

VECURONIUM BROMIDE GENSIA SICOR 8/25/99
FOR INJECTION 10 MG/10 ML PHARMACEUTICALS, INC.
&20 MG/20 ML.

ESTROPIPATETABLETS,USP MYLAN PHARMACEUTICALS, 8126199
0.75MG 1.5MG 3MG INC.

DACARBAZINEFOR AMERICAN 8127199
INJECTION, USP 100 PHARMACEUTICAL
MGMAL & 200 MGMAL PARTNERS, INC.

CLOMIPHENE CITR4TE PAR PHARMACEUTICAL,INC. 8/30/99
TABLETS,USP50MG



.

,

Office of Generic Drugs ANDAs Tentative Approvals

Page: 1

1.

2.

3.

4.

5.

6.

7.

75-476

75-461

75-302

75-490

75-243

75-324

75-405

08-Sep-99

CARTEOLOL
HYDROCHLORIDE
OPHTHALMIC SOLUTION,
USP 1%

NIZATIDINE CAPSULES, USP
150 MG 300 MG

FAMOTIDINE TABLETS, USP
20 MG 40 MG

DOXAZOSIN MESYLATE
TABLETS 1 MG (BASE) 2 MG
(BASE) 4 MG (BASE) 8 MG
(BASE)

MIDAZOLAM
HYDROCHLORIDEINJECTION
1MG @ASE)/ML5MG
(BASE)/ML

MIDAZOLAM
HYDROCHLORIDE INJECTION
1 MG (BASE)/ML 5 MG
(BASE)/ML

CLADRIBINE INJECTION 1
MG/ML (10 ML VIAL)

ALCONLABORATORIES,INC. 8/20199

ZENITH GOLDLINE
PHARMACEUTICALS, 11’Jc.

GENEVA
PHARMACEUTICALS,INC.

ESILEDERLE,INC.

ESI LEDERLE, INC.

. ..,,

8/26/99

8/30/99

8/30/99

8/3 1/99

BAXTER PHARMACEUTICAL 8/3 1/99
PRODUCTS, INC.

BEDFORD LABORATORIES 8/3 1/99


